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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36 (a). In no event, however, may a reply be timely filed after SIX (6) MONTHS from the 
mailing date of this communication. 

• If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)D Responsive to communication(s) filed on 



2a) □ This action is FINAL. 2b) 53 This action is non-final. 

3) CD Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4) 53 Claim(s) 26-41 is/are pending in the application. 

4a) Of the above, claim(s) is/are withdrawn from consideration. 

5) □ Claim(s) is/are allowed. 

6) 53 Claim(s) 26-41 is/are rejected. 

7) □ Claim(s) is/are objected to. 

8) □ Claims are subject to restriction and/or election requirement. 

Application Papers 

9) □ The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are a) □ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)CD approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) CD The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)CD All b)CD Some* c)CD None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 

3. □ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a)CD The translation of the foreign language provisional application has been received. 

15) CD Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 
Attachment! s) 

1) 53 Notice °f References Cited (PTO-892) 4) CD Interview Summary (PTO-41 3) Paper Nots). 

2) d Notice of Draft sperson's Patent Drawing Review (PTO-948) 5) CD Notice of Informal Patent Application (PTO-1 52) 

3) CD Information Disclosure Statement(s) (PTO-1 449) Paper No(s). 6) CD Other: 
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Art Unit: 1614 

The indicated allowability of claims 26-4 I is withdrawn in view of the 

NEWLY DISCOVERED REFER ENCE(S) TO MARTIN ET AL. (A). REJECTIONS BASED ON THE 

newly cited reference(s) follow. 

Double Patenting 

the nonstatutory double patenting rejection is based on a judicially 
created doctrine grounded in public policy (a policy reflected in the statute) 
so as to prevent the unjustified or improper timewise extension of the "right 
to exclude" granted by a patent and to prevent possible harassment by multiple 
assignees. See In re Goodman, I I F.3d I 046, 29 USP02D 20 I O (Fed. 
Cir. 1993); In re Long/, 759 F.2d 887, 225 USPO 645 (Fed. Cir. 1985); In re 
Van Ornum, 686 F.2d 937, 2 I 4 USPO 76 I (CCPA I 982); In re Vogel, 422 
F.2D 438, I 64 USPO 6 I 9 (CCPA I 970);AND, In re Thor/ngton, 4 18 F.2D 
528, I 63 USPO 644 (CCPA I 969). 

A TIMELY FILED TERMINAL DISCLAIMER IN COMPLIANCE WITH 37 CFR I .32 I © MAY 
BE USED TO OVERCOME AN ACTUAL OR PROVISIONAL REJECTION BASED ON A 
NONSTATUTORY DOUBLE PATENTING GROUND PROVIDED THE CONFLICTING APPLICATION OR 
PATENT IS SHOWN TO BE COMMONLY OWNED WITH THIS APPLICATION. SEE 37 
CFR I . I 30(B). 



Application/Control Number: 09/978, 1 52 Page 3 

Art Unit: 1614 



Effective January I , I 994, a registered attorney or agent of record 

MAY SIGN A TERMINAL DISCLAIMER. A TERMINAL DISCLAIMER SIGNED BY THE ASSIGNEE 
MUST FULLY COMPLY WITH 37 CFR 3.73(B). 

Claims 26-4 I are rejected under the judicially created doctrine 

OF OBVIOUSNESS-TYPE DOUBLE PATENTING AS BEING UNPATENTABLE OVER CLAIMS I - I 4, 

I 6-29 and 32 of U.S. Patent No. 5,658,956. Although the conflicting 

CLAIMS ARE NOT IDENTICAL, THEY ARE NOT PATENTABLY DISTINCT FROM EACH OTHER 
BECAUSE THE PRESENT APPLICATION TEACHES A BIOADHESIVE COMPOSITION COMPRISING A 
FILM FORMING AGENT, PYRUVATE, AN ANTIOXIDANT AND A MIXTURE OF SATURATED AND 
UNSATURATED FATTY ACIDS; AND THE PATENTED APPLICATION TEACHES A THERAPEUTIC 
BIOADHESIVE-WOUND HEALING COMPOSITION COMPRISING A BIOADHESIVE AGENT, A WOUND 
HEALING COMPOSITION CONTAINING A PYRUVATE, AN ANTIOXIDANT, AND A MIXTURE OF 
SATURATED AND UNSATURATED FATTY ACIDS. NOTE THE FILM FORMING AGENTS OR 
BIOADHESIVE AGENTS ARE CARBOXYMETHYLCELLULOSE AND METHYLCELLULOSE ARE THE 
SAME. THE PRESENT APPLICATION INSTANT BIOADHESIVE COMPOSITION CLEARLY READS ON 
THE PATENTED APPLICATION SINCE THE PRESENT APPLICATION'S COMPOSITION IS BROAD. 

Claims 26-4 I are not allowed. 
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Claim Rejections - 35 U.S.C. §112 



The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and use the same and shall set forth the best mode contemplated by the inventor of 
carrying out his invention. 



Claims 27 and 4 1 are rejected under 35 U.S.C. I I 2, first paragraph, 
as containing subject matter which was not described in the specification in 
such a way as to reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

Applicants' specification does not teach or disclose the newly added film 
forming agents that are used in the instant bioadhesive composition such as 
polyvinyl pyrrolidine, carboxyvinyl polymers, methylcellulose, 
hydroxymethylcellulose, hydroxypropylmethylcellulose and 
carboxymethycellulose and salts thereof and combinations thereof. the 
applicants' specification does not teach the addition of cortizone as disclosed 
in claim 4 i with the instant bioadhesive composition. 

Claims 26 and 4 I are not allowed. 

Claims 26-4 I are rejected under 35 U.S.C. I I 2, first paragraph, 

BECAUSE THE SPECIFICATION, WHILE BEING ENABLING FOR FILMING FORMING AGENT SUCH 
AS PULLULAN, DOES NOT REASONABLY PROVIDE ENABLEMENT FOR FILM FORMING AGENTS 
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SUCH AS POLYVINYL PYRROLIDONE, CAR BOXYMETHYLCELLU LOSE, CARBOXYVINYL 
POLYMERS, METHYLCELLULOSE, HYDROXYMETHYLCELLULOSE AND 

HYDROXPROPYLMETHYLCELLULOSE AND SALTS THEREOF AND COMBINATION THEREOF . THE 
SPECIFICATION DOES NOT ENABLE ANY PERSON SKILLED IN THE ART TO WHICH IT PERTAINS, 
OR WITH WHICH IT IS MOST NEARLY CONNECTED, TO MAKE THE INVENTION COMMENSURATE 
IN SCOPE WITH THESE CLAIMS. 

Claims 26-4 I are not allowed. 

Claim Rejections - 35 U.S.C. § 102 
The following is a quotation of the appropriate paragraphs of 35 
u.s.c. i 02 that form the basis for the rejections under this section made in 
this Office action: 

A PERSON SHALL BE ENTITLED TO A PATENT UNLESS - 

(B) THE INVENTION WAS PATENTED OR DESCRIBED IN A PRINTED PUBLICATION IN THIS OR A FOREIGN COUNTRY 
OR IN PUBLIC USE OR ON SALE IN THIS COUNTRY, MORE THAN ONE YEAR PRIOR TO THE DATE OF 
APPLICATION FOR PATENT IN THE UNITED STATES. 

Claims 26-4 I are rejected under 35 U.S.C. I 02(b) as being anticipated 
by Martin et al. (A). 

Martin et al. teach a therapeutical bioadhesive-wound healing composition 
that comprises a bioadhesive agent and a wound healing composition. note the 
wound healing composition comprises pyruvate, an antioxidant and a mixture of 
saturated and unsaturated fatty acids, same as applicants. note particularly 



THE BIOADHESIVE AGENTS ARE CAR BOXYMETHYLCELLU LOSE, METHYLCELLULOSE, GUAR 
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gum and polycarbophil, the same as applicants' film forming agents as 
disclosed in the instant specification. the cited reference also teaches the 
addition of other agents (see cuum i 7) which are the same as applicants' 
claims 28-40. Clearly, the cited reference anticipates the applicants' instant 
invention, therefore, the instant invention or bioadhesive composition is 
unpatentable. 

Claims 26-4 I are not allowed. 

ANY INQUIRY CONCERNING THIS COMMUNICATION OR EARLIER COMMUNICATIONS 
FROM THE EXAMINER SHOULD BE DIRECTED TO EXAMINER K. WEDDINGTON WHOSE 
TELEPHONE NUMBER IS (703) 3QB' I 235. 




Kevin E. Weddingtd 
Primary Exomirier 
, Art Unit 1614 



k. weddington 
July 7, 2003 



